
5 10(k) Summiary

5 10(k) Summary for Elecsys CK-MB STAT and Elecsys CK-MB
Immunoassays

Date prepared: October 17, 2013

Purpose of Roche Diagnostics hereby submits this 5 1 0(k) to provide FDA with
submission notification of intent to market a new device named Eleesys CK-MB Oen.4

reagent. All data in this submission was generated using the CK-MB STAT
assay on the cobas e 411 analyzer as indicated. Method comparison data is
included for the CK-MB STAT and CK-MB (18-minute) assay, as well as
CK-MB STAT and Predicate device.

This candidate device is a new reagent that was developed by Roche
Diagnostics. The previous generation of reagent, CK-MB STAT. was cleared
in 5 1 0(k) K022654 and serves as the predicate device. The candidate and
predicate devices use the same calibrator and controls. Only the reagents-
differ. This submission presents data to support clearance of this new
reagent.

Measurand CK-MB

Type of test Quantitative colorimetric method;. Cpk or lsoenzymes

Applicant Kelli Turner
Roche Diagnostics
9115 Hague Road
Indianapolis, IN 46250 OCT 1 8 2013
Telephone: (3 17) 521-4515
Fax: (317) 521-2324
Email: Kelli.T'urner@jRoche.com

Candidate Proprietary name:
device names (1) Elecsys CK-MB STAT Immunoassay

(2) Elecsys CK-MB finmunoassay

Common name:
(1) CK-MB STAT Immunoassay
(2) CK-MB Immunmoassay
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5 10O(k) Summary

5 10(k) Summary for Elecsys CK-MB STAT and Elecsys CK-MB
I mmunoassays, Continued

informatony ProduIct Code Classification Regulation Panel
21 CER 862.1215

(Creatine Ciia
JH-Y Class 11 phosphokinase/creatine Clirnicalv

kinase or isoenzymes test Chmsr
______________ ______________system) _ ______

Continued on next page
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5 1 0(k) Summary

5 10(k) Summary for Elecsys CK-MB STAT and Elecsys CK-MB
I mmunfoassays, Continued

Intended use CK-MB STAT Reagent and CK-MB Reagent have the same intended uses:

Immunoassay for the in vitro quantitative determination of the MB isoenzymc
of creatine kinase in human serum and plasmna. Measurements of the MB
isoenzyme of creatinine kinase are used as anl aid in the diagnosis of'
myocardial infarction.

The clectrochemiluminescence imimunoassay "ECLIA" is intended for use onl
the indicated Eleesys and cobas e immunoassay analyzers.

Indications for Immiunoassay for the in vitro quantitative determination of the NIB isoenzyme
use of creatine kinase in human serum and plasmia. Measurements of the M13

isoenzyme ofecreatinine kinase are used as anl aid in the diagnosis of'
myocardial infarction.

The electrochemiluminescence immunoassay "ECLIA" is intended for use onl
the indicated Eleesys and cobas e immunoassay analyzers.

Special For prescription use only
conditions for
use

Special The electrochemilumninescence imnmunoassay "ECLIA" is intended for use on
instrument the indicated Elecsys and cobas e irmmunoassav analyzers.
requvirements

Candidate The CK-MB STAT Assay and the CK-MB Assay are two-step sandwich
device immunoassays with streptavidin microparticles and
descrip~tion electrochemilluminescence detection. Results are determined using a

calibration curve that is generated specifically onl each instrument by a 2-
point calibration and a master curve (5-point-calibration) provided with thle
reagent bar code.

The CK-MB STAT application is identical to the CK-N4B assay, with the
only difference being the length of incubation (9 minutes vs. 18 minutes).

Continued on next ptqe
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5 10O(k) Summary

510(k) Summary for Elccsys CK-MB STAT and Elccsys CK-MB
Immunoassays, Cowimeed

Predicate Roche Diagnostics clainis substantial equivalence to CK-MB, 3rd generation,
dlevice immunoassay, cleared in K022654.

Continued onltnex! page
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5 10O(k) Summary

510(k) Summary for Elecsys CK-MB STAT and Elcsys CK-MB
Inmmunoassays, Continued

Substantial There are two tables in this summary:
equivalence -

simillarities The first table compares the CK-MB STAT generation 4 iInmuILnoassav
(Master Assay) with the predicate device.

The second table exhibits the comparison between CK-MB STAT generation
4 immunoassay to the CK-MB 18-mninUte generation 4 immunoassay.

Continued on niex page
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5 10(k) Summary

510(k) Summary for Elecsys CK-MB STAT and CK-NIB, continued

Comparison of Assays, Similarities and Differences

Table I CK-N'11 STAT 3 rd Generation vs. CK-M13 STAT 4 'h Generation
__________Assay Comiparison

Prdiate IDevice: Eleesys 3rd 4(h Generation CK-MB S1'AT Assay
Fe-ature Geeation CK-N'IB STAT Assay (modified)_________________(K__022654)_____________

General Assay Features
Intended mmruoassav for the it? vitro Same
Use/ quantitative determination of MB
Indications isoenzyme of creatine kinase in human
for Use serum and plasmna. Measurements of

the MB isoenzyme of creatine kinase
are used as an aid in the diagnosis of
myocardial infarction.

Assay Two-step Sandwich assay using Same
Protocol biotinylated and ruthenium labeled

antibodies and streptavidin
_____________microparticles

IDetection Electrochemnilumninescent Same
Protocol Immunoassay ___________________

Applications STAT application (noted as CK-MB STAT application (noted as CK-M13
STAT in the labeling) and 18-minute STAT in the labeling)
application (noted as CK-MB in the

_____________ labeling). ___________________

Coiuud onna aex
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5 10(k) Summary

510(k) Summary for Elecsys CK-MB STAT and CK-MB, continued

Comparison of Assays-Similarities and Differences, continued

Table I CK-MB STAT 3 dGeneration vs. CK-MB STAT 4' Generation, continued
Assay Coniparison.

Predicate Device: Eleesys 3,rd 4'"' Generation CK-MII STAT Assay.
Feature Generation CK-N'B ST AT Asy i(modified)

I ~(K 2 5 4  l;~

Instrument Roche Elecsys 20 10 Roche cobas e 411
Platform~
Sample 15 pL Same
Volume
Sample Human serum and plasma treated with 1luman serum and plasmia treated with
Type K3-EDTA. lithium heparin. sodium K2-EDT1A, K3-IZDTA. lithiumn heparin

heparin and Na-citrate plasma. and sodium heparin plasmia.
ReageCnts Sandwich principle. Total duration of' Same

assay: 9 minuites..
1 Ist incubation: 15 fiL- of sample, a

biotinylated monoclonal anti-CK-MB
antibody, and a monoclonal CK-MB-
specific antibody labeled with a
rUtheniUM complex react to form a-
sandwich complex.
*2nd incubation: After addition of'

streptavidin-coated microparticles,
-the complex becomes bound to the

solid phase via interaction
of biotin and streptavidin.

Calibrator CK-MB STAT CalSet (CK-MB Calset Same
for I18-minute assay)

Continued on next page
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5 10(k) Summiary

510(k) Suimmary for Elccsys CK-MB STAT and CK-MB, connuecI

Comparison of Assays-Similarities and Differences, continued
TableC I CK-MB STAT 3 rd Generation vs. CK-MB STATr 4111 Generation, contiued

! Assay Compaison' :
-Predicate IDevice: Elccsys 3rd 4P Gcera.tion.CK-MII ~STAT 'Assay')

Feaiture Generation CK-N' B STAT Assay (modified)
(K022654) ________________

_____________ *Gericral A'ssay H~atu r6

Calibration Calibration miust be performed once Calibration Must be performed once
Interval per reagent lot using fresh reagent per reagent lot using fresh reagent (i.e.

(i.e. not miore than 24 hours since the not more than 24 hours since the
reagent kit was registered on the reagent kit was registered onl the
analyzer). Renewed calibration is analyzer). Reniewed calibration is
recommended as follows: recommended as follows:
Elecsys 2010 analyzers: cobas e 411 analyzers:

* After I month (28 days) when * After I mnonth (28 days) when
using the samne reagent lot. using the samne reagent lot.

* After 7 days (when using the a After 7 days (when using the
samne reagent kit on the samne reagent kit onl the
analyzer). analyzer).

* As required: e.g. quality As required: e.g. quality control
control findings outside the findings outside the specified limits
specified limits

Controls Eleesys PreciControl Cardiac 11 Same

Continued oni newT page
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5 10(k) S ummary

510(k) Summary for Elecsys CK-MB STAT and CK-N4B, continued

Comparison of Assays-Similarities and IDifferences, continued

Table I CK-MB STAT 3d Generation vs. CK-N'B STATr 4" Generation, continued
- - Assay Comparison-

Predicate IDevice:: ley r 4"' Generation CK-MB STAT
Feature Generation CK-MB STAT Assay Assay (modified)

- - - -. . (K022654)
GenerM-assavfehtures- --. -

Traceability/ The linearity of the CK-MB STAT The CK-MB STAT assay is
Standardization assay was improved by using human traceable to the Abbott IlMx CK-

recombinant CK-MB from Seradyn. IMB assay and linearized using
The test was standardized against the human recombinant CK-M B from
preious I-leesys CK-M/B STAT assay Seradyn.
in the range of 0-20.0 ng/mnL; this
leads to uip to a 30% reduction of the
test results in the range of 20-500

______________ ng/mL. _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Reagent Stability Unopened: Unopened:
2-80C - Up to the stated expiration 2-80C - Up to the stated expiration
date date
Opened 2-80C - 12 weeks Opened 2-80C - 12 weeks
On Analyzers - 8 weeks On Analyzers - 6 weeks

Continued on ,Wexf page
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5 10(k) Summary

510(k) Summary for Elccsys CK-MB STAT and CK-MB, continued

Comparison of Assays-Similarities and IDiffcrenccs, continued

Table I CK-NII3 STAT 3r Generationi vs. CK-MB STATr 4 1hGeneration, contiued
Assay Coinparison,_________________

Predicate Device: -Eleesvs 3rd - 4"'. Generation CK-MII STAT
Feature Gecneratiofi:CK-MII STAT Assay Assay (modified)

Nleasuring 0. 1-500 rig/mL I-300 ng/miL
Range ___________________

Precision Elees ys 2010: cobas e 411:
Within-run (will be labeled Repeatability) Within-run (will be labeled Repeatability)

1.5% CV @ 5.77 ng/miLl 1.2% CV @j 5.46 ng/miL,
2. 1% CV @ 12.4 nig/iL, 1.3% CV @j 29.5 rig/mL,
1.8% CVP 3 9.7 ng/mL ,1.3% CV @~ 93.5 ng/iL-
1.9% CV' 'i 5.86 iig/iL- 1.5% CV @g 301 nig/tnL
1.9% CVPC 2 0a 53.1 ng/mL- 0.06 SDFcI @j 4.44 nig/mLl

1.4% CVPc 2 @ 57.9 nig/iL-

Total (wvill be labeled Intermediate) Total (wvill be labeled lniteriiediate)
2.3% CV @ 5.77 nig/mLt 2.5% CV @ 5.46 nigmnL
2.6% CV @q 12.4 nghiL- 4.2% CV @ 29.5 rig/iL-
2.3% CV? _q 39.7 nig/iL 4.1% CV @ 93.5 nig/iL-
2.4% CVP 'I@ 5.86 nig/mnL 3.3% CV @ 301 rig/iL-
2.7% CVPC2 @ 531I ng/miL 0. 12 S D~c @ 4.44 tnL-

3.0% CV -2{@ 57.9 nig/niL

Precisioni testing was completed over 21
days. according to CLSI EP5-A2, utilizig
hutmani serum samples and Pi eciConitrol
Cardiac 11.

Analytical Lower Detection Limit: <0.100 nig/mI Limit of Blank (LoB): = 0. 1 nig/mI
Sensitivity Limit of Detection (LoD)): = 0.3

rig/11i
Limit Of QUantitation (LoQ): = I

Established according to CLSI
E1317- A

PCI=PreciControl Cardiac I
PC2=PreciControl Cardiac 2

Continued on next Page
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5 10O(k) Summary

510(k) Summary for Elccsys CK-MB STAT and CK-MB, continued

Comparison of Assays-Simiflarities and IDifferences, continued

Table I CK-NM1 STAT 3 dGeneration vs. CK-M It STAT 4" Generation, continued
______________Assay Comparison-

Featiure - Predicate Device: Elecsvs 3rd 4'"hGeneration CK-NIII STrATAssay
Generation CK-MII STAT Assay (miodified)

___________(K022654)

-L~ibck'd<P1et~forrnance Characeteristis:
Analytical IAnalyite IReactivitly I Samne
Specificity CK-MM None

CK-B13 0.10%

Hlook Effect There is no high-dose hook effect at Samne
CK-M13 concentrations tip to 5000

___________nu/rnl-_______________

Limitations The assay is unaffected by: The assay, is unaffected by:
* Hemoglobin <1.5 /dL-. * Hlemo~globin <1000 mng/dL.
* lBilirubin < 34 ma/~dL * lBilirubin!<34 rm4/l
* Intralipid < 1,500 ing/dIL * Intralipid 5 1.500 mig/dL
* lBiotin < 100 ng/mL * B~iotin < 30 ng/mlL
* Rheumatoid factors < 1,500 IU/mL * Rheumatoid factors < 1,500 IU/mLt

* In vitro tests were performed onl 50 * lgG < 7 g/dl
commonly used pharmaceuiicals. No * gNI < I g/dl
interference with the assay was fonund. * IgA < 1.6 g/dI

* [In rare cases. interferenice due to * Serum Albumin 20 g/dl
extremely high titers of antibodies to * [in vitro tests were performed onl 51
analyte-specific antibodies. streptavidin commonly used pharmaceuticals. No
or ruthenium can occur. These effects interference with the assay was found.
are minimized by suitable test design. * In rare cases, interference due to

* For diagnostic purposes, the results extremely high titers of antibodies to
should always be assessed in analyte-specific antibodies. streptavidin
conjunction with the patient's medical or rutheniMum can occur. These effects
history. clii cal exam inat ion and oilier are in im nized by suitable test design.
findings. For diag-nostic purposes. the results should

always be assessed in conjunction with the-
patient's medical history, clinical
examination and other findings.

These limitations were established by
testing performed with one human serum
sample containing low levels of CK-MB
and one human serumn sam pie contaiiing

______________high levels of CK-M13.

Cunud on next page
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5 1 0(k) Summary

510(k) Summary for Elecsys CK-MB STAT and CK-MB, continued

Comparison of Assays-Similarities and Differences, continued

Tfable 1 CK-MII STAT 3 rd Generation vs. CK-MB STAT 4' Generation, continued
Imnmunoassay Comparison

Feature Generation CK-MB STAT Assay Asa moiid
J(K022654) Asy(oiid

Labeled Performance Characteristics

Method
Comparison it = 165 Passing/Bablolk Linear
performed onl Min - 1.08 ng/nIl Regression
Serumii Max = 283 ng/nil
Samples Slop~e 1.053 1.067

intercept -0.525 -0.740
Taui/r 0.982 0.999

Clinical N Median 97.5th 9901 Gender (N) 991h

Study/ percent pere perentile

Reference lie entil _____ ____ (righimI4
Rne(nojrin e All Femnale 523 5.34

Std'L) (rrg/ Suibjects Male 568 10.36
Std) mL) Subjects Femrale 120 4.30

\Vomcti 760 0.97 2.88 3 77 with no0 Male 102 7.70
Men 628 1.3 5 4.94 6.73 Self-

reported
risk
factors 

jSubjects represented "apparently heart
hecalthy" popuilation with exclusion of
su~bjects with known poor cardiac hecalth
or- known peripheral vascular disease

____ ___ ____ __ ____ ___ ___ ____ ___ ____ ___ ___ only.

Continued (U; next Page
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5 10(k) Summary

510(k) Summary for Elecsys CK-MB STAT and CK-NIB, continued

Comparison of Assays-Simillarities and Differences, continued

Matrix Sodiumi-lieparin, lithiumi-heparin, K2-EDTrA. and K3-EDTA are permlissible anticoagulants
Comparison for use with this reagent because they do not interfere with recover)' of CK-,MB. In an

internal study. 35 tubes were collected per anticoagulant. Plasmia results wvere comnpared to
serumn results and percent recovery was determnined. In termis of percent recovery, all data
passed the Following criteria:

*Slope: 0.9-l.1
*Coefficient of correlation: Pearson r > 0.95

*Intercept: - ± 0.1 5
* For single sample pairs: 100% ±20% based on reference

Anticoagulant Samnple Concentration Claimed Measuring Range
___________________ ang Tste (g/L) (ng/ml-)

Na-heparin 1.46-297.83 1.00 - 300 rig/iL-
Li-heparin 1.39-244.83
K,-EDTA 1.58-299.65
K3 -EDTA 1 .56-291 .89 _____________

[in addition, methiod comiparisons with plasmna vs. serual were calculated with the following
results:

Serumn vs. Na-heparin Plasma : P/B: y = 0.99 4x + (-0.0 100). r =0.9997

Sertum vs. Li-heparin Plasmna: P/B: y = 0.9960x + (0.0045). r =0.9996

Sertum vs. K,-EDTrA Plasmna: P/B: y = 1.020x + (-0.0082). r =0.9999

Serumn vs. K3-EDTA Plasmia: P/B: y = 0.988x 4 (-0.01 115), r 0.9998

Continued on narn page
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5 10(k) Summary

510(k) Summary for Elecsys CK-MB STAT and CK-MB, continued

TFable 2 4"1h Generation STrA'F vs. 4"'1 Generation 18-Minute
______________Assay Comnpariso n

0' Generation CK-Mll 18-Mn ute
Feature 4 1h Generation CK-MII STAT Assay assay

____ ___ _______ ____ ___ ____ ___ ____ ___ ___(modified)

____________General Assay Features
Intended Immaunoassay for the in vitro Samne
Use/ quantitative determnination of MB
Indlications isoenzyme of creatine kinase in humnan
for Use serumn and plasmna. Measurements of'

the MB11 isoenzvmie ofecreatine kinase
are used as an aid iii the diagnosis of
myocardial inflarction.

Assay Two step Sandwich assay using Same
Protocol biotinylated and ruthenium labeled

antibodies and streptavidin
______________ icroparticles _____ _______________

IDefection Electrochemniluminescent Samne
Protocol lmmiunoassav
Applications STAT application (noted as CK-MB I 8-m1inUte application (noted as CK-

___________STAT in the labeling) MB in the labeling).

Continued on unert pauge
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5 10(k) Sumnmary

510(k) Summary for Elccsys CK-MB STAT and CK-MB, continued

Comparison of Assays-Sirnilarities and IDifferences, continued

Table 2 4i1h Generation STAT vs. 4Ik Generation 18-Minute, continued
Assay Comparison

4"h Generation CK-MII IS-minute
Feature 4111 Generation CK-MII STAT Assay assay

____ ___ ____ ___ ___ ____ ___ ___ ____ ___ ___(modified)

General Assay Features
Instrument Roche cobas e 411 Same
Platform _________________ ___

Samnple 15 pL Same
Voumec_____________________

Sample Hluman serum and plasma treated with Same.
IyPe K2-EDTA, K3-EDTA. lithium heparin

and sodium heparin plasma.
Reagents Sandwich principle. Total duration of' Sandwich principle. Total duration of'

assay: 9 minutes. assay: 18 minutes.
1 Ist incubation: 15 il, of samnple, a 1 Ist incubation: 15 pl- of sample, a

biotinylated monoclonal anti-CK-MB biotinvlated monoclonal anti-CK-MI13
antibody, and a monoclonal CK-MB- antibody, and a monoclonal CK-MII-
specific antibody labeled with a specific antibody labeled with a
ruthenium complex react to form a ruthenium complex react to form a
sandwich complex. sandwich complex.
* 2nd incubation: After addition of -2nd incubation: After addition of'
streptavidin-coated mnicroparticles, streptavidin-coated mnicroparticles,
the complex becomes bound to the the complex becomes bound to the
solid phase via interaction solid phase via interaction
of biotin and streptavidin or biotin and streptavidin

Calibrator CK-MB STAT CalSet CK-MB CalSet

Coninued on IICY page
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510(k) Summary

5 10(k) Summary for Elecsys CK-MB STAT and CK-M, continned

Comparison of Assays-Similarities and Differences, conhmned

Table 2 4'h Generation STAT vs. 4t1h Generation 18-Minute, continued
Assiii'ComnpirisonP

01 Genraio nerio K-M IS-mnutFeature assayat~cK l SA

'Gdiicral*Assay Feattiltes-
Calibration Calibration must be performed once Same
Interval per reagent lot using fresh reagent

(i.e. not more than 24 hours since the
reagent kit was registered on the
analyzer). Renewved calibration is
recommended as follows:
coins e 411 analyzers:

* After I month (28 days) when
uising the same reagent lot.

* After 7 days (when using the
same reagent kit on the
analyzer).

* As required: e.g. quality
control findings outside the
specified limits

Contols Elecsvs PreciControl Cardiac 11 Same

Contnued on next patie

Pagte 16 of21



510(k) SuImmary

510(k) Summary for Elecsys CK-N'B STAT and CK-MB, conumiuec

Comparison of Assays-Similarities and 1)ifferences, continued

Table 2 4 Ih Generation STrAT vs. 4 Ih Generation 18-Minute, continued
_______________AssayCornarison,

- - 41h Generation CK-M B I 8Minute
Feature -4h 'Generation CK:MB BSTAT Assd), Assay,

- (modified)
________________ Gen'enalsavfeatu*res>

Traceahilitv/ The CK-MB STrAT assay is traceable Same
Standardization to the Abbott lWx CK-MB assay and

linearized using humnan recombinant
______________CK-MB from Seradyn.

Reagent Stability Unopened: Same
2-80C - Up to the stated expiration
date
Opened 2-80C - 12 weeks
On Analyzers - 6 weeks

C omnued on new page
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5 10(k) Summary

510(k) Siimniary for Elccsys CK-MII STAT and CK-MB, confimec

Comparison of Assays-Similarities and IDifferenccs, continued

Table 2 4th Generation STAT vs. 411 Generation 18-Minute, con7tinued
__________ -Assay Comiparison%

-41' Generation CK-NIIl 1 8-minute

Feature- - 4" Generation CK-MII STAT Assay assay
_____________ ____________________________________(modified)

Ilabeled Performna ne cC h ara cteris tics:-
Measuring 1-300 ng/mL .same

Range
l3rccision coas e 411: tubas e 41/
according to Within-run (will be labeled Repeatability) Within-run (wvill be labeled Repeatability)
CLSI EP-5-A2 1.2%,1 CV @1 5.46 ng/m1L 1.3 % CV @ 5.27 ng/mL

1.3% CV @ 29.5 ng/mL 1.4% CV @ 28.4 ng/nl.
1.3% CV @ 93.5 ng/mL, 1.2% CV @ 91.2 mniL
1.5% CV @ 301 ng/mL . 1.3% CV @ 297 ng/m1L
0.06 SDPCI @ 4.44 ng/mL 0.06 SD~c' @ 4.25 ng/mL
1.4% CVc 2 @ 57.9 ng/mL 1.2% CV1 c2 @ 54.7 nglmL

Total (wvillI be labeled Intermediate) Total (will be labeled Intermediate)
2.5% CV @ 5.46 ng/mL 2.0% CV @ 5.27 ng/mL
4.2% CV @j 29.5 ng/mL 2.4% CV @ 28.4 ng/m1L
4.1% CV @ 93.5 ng/mL 2.6% CV Oa 91.2 ng/mL
3.3% CV @ 301 ng/rnL 2.0% CV a 297 ng/mL
0. 12 SDPCI @ 4.44 ng/tnL 0.10 SDI'cI p 4.25 ng/mL
3.0% CVPC 2 @0 5 7.9 nglmnL 2.3% CVPC 2 p 54.7 ng/mL

Precision testing was completed over 2 1 days, Precision testing was completed over 2 1
according to CLSI FBPS-A2, utilizing human days, according to CLSI EP15-A2, uitilizing
serum samples and PreciControl Cardiac IL. humian serum samples and l'reciConirol

Cardiac HI.
Analy'tical Limit ofBlank (LoB): -0. 1 ng/mIl Same
Sensitivityt Limnit of Detection (LoD): = 0.3 ng/mI
according to Limnit of'QUantitation (LoQ): =I ng/mI
CLSI EI17-
A _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

PCI=PreciConrrol Cardiac I
l'C2=PreciControl Cardiac 2

Contiue~d on ncvi page
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5 10(k) Summary

5 10(k) Summary for Elecsys CK-MB STAT and CK-MB, continued

Comparison of Assays-Simnilarities and IDifferences, continued

Table 2 411 Generation STAT vs. 4 'h Generation 18-Minute, continued
____________Assay Cormp-Arison.

Teature - 4' Generation CK-MB lmrifiute
4th Generation CK-MB STAT Assay assay

_____________________________________(modified)

Labeled Perf~ormance Chiaracteristics
An a ltica I Analyte Reactivity ISame
Specificity CK-MM none

CK-13Bl 0.10%

IHook Effect There is no high-dose hook effect at Same
CK-MB concentrations up to 5000

___________ng/mL

Limitations The assay is unaffected by: Same.
H -emoglobin <I1000 ng/dL.

* lilirubin < 34 mg/dL,
* Intralipid < 1,500 mig/dL,
* Biotin < 30 ne/niL

* Rheum~natoid factors < 1,500 IU/mL-
* gG <7 g/dl

* lgM <I g/dl
* lgA:SI1.6g/dl
" Serum Albumin < 20 g/dl

*In vitro tests were performed on 5 1
commonly, used pharmaceuticals. No
interference wvith the assay was found.

* In rare cases, interference due to
extremely, high titers of antibodies to
anialyte-sIpeciflc antibodies, streptavidin
or ruthenium can occur. These effiects
are minimized by suitable test design.

For diagnostic purposes. the results should
always be assessed in conjunction with the
patient's medical history, clinical
exam inat ion and other i nd ings.

These limitations were established by
testing performed with one humnan serum
sample containing lowv levels ofCK-MB
arid one human serum sample containing
high levels of CK-MB.

Continued on n~et page
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5 10O(k) Summary

510(k) Suimmary for Elecsys CK-MB STAT and CK-MB, continued

Comparison of Assays-Similarities and Differences, continued

Table 2 4 Ih Generation STAT vs. 4 Ih Generation 18-Minute, continued
Immunoassay Comparison

Fea(u re 4th Generation CK-MII STAT Assayasy

Labeled Performance Characteristics

Method
Comparison ni= 115 Passing/llablok Linear
completed Min= 1.44 nghml Regression
using Serum Max =283 no/nl
Samples Slope 1.003 1.006

intercept -0.005 0.071
Tau/r 0.985 0.999

Description The Limlit of Blank. Limit of Detection and Limit of Quanmiation were
of Analytical determined in accordance with the CLSI (Clinical and Laboratory Standards
Sensitivity Institute) ESP 1 7-A requirements.
according to
CLSI EPI7- The Limit of Blank is the 95th percentile value from nt 60 measurements of
A analyte- free samples over several independent series. The Limit of Blank

corresponds to the concentration below which analyte- free samnples are
found with a probability of 95 %.

The Limit of Detection is determined based on the Limit of Blank and thle
standard deviation of low concentration samples. The Limit of Deicetion
corresponds to the lowest analyte concentration which can be detected
(value above the Limit of'Blank with a probability of 95 %).

The Limit of Quantitation is defined as the lowest amnount of analyte in a
sample that can be accurately quantitated with a total allowable error of'
<S20 %.

Contimued Onm nlext Page
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5 10(k) Summary

510(k) Suminmary Elccsys CK-MB STAT and CK-MB.conued

Standard/ In addition to FDA guidance regarding 5 10(k) Submissions, the following
Guidance standards were used for the performnance studies.
IDocument
Reference 0 Evaluation of Precision Performance of'Quanitative Measurement

Methods; Approved Guideline - Second Edition. CLSJ document
EP5-A2, Volume 24, No. 25, August 2004.

* Protocols for Determination of Limlits of Detection and Limits of
Quantitation; Approved Guideline. CLSI document l-1P 17-A,
\'olume 24, No. 34. October 2004.

* Evaluation of the Linearity of Quantitative Measurement Procedures:
A Statistical Approach;, Approved Guideline. CLSI document EP6-
A, Volume 23, No. 16, April 2003 .

Conclusion The submitted information in this premarket notification supports a
Substantial equivalence decision.
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h DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administuon
C' 10903 New Hampshire Avenue

Document Contro Center - W066-G609
Silver Spring. MD 20993-0002

Roche Diagnostics October I8, 2013
C/O Kelli Turner
9115 Hague Road
INDIANAPOLIS IN 46250-0416

Re: k132571
Trade/Device Name: Elecsys CK-MB STAT Immunoassay, Elecsys CK-MB Immunoassay
Regulation Number: 21 CFR 862.1215
Regulation Name: Creatine phosphokinase/creatine kinase or isoenzymcs test system
Regulatory Class: II
Product Code: JHY
Dated: August 14, 2013
Received: August 15, 2013

Dear Ms. Turner:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class Ill (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 2 1, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CER 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CER Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000- 1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.ovAotD/etrffcsCRCRHtcsum ~ I 15809.htm for
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the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premnarket notification" (2ICFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http)://www.fda.glov/MedicalDevices/Safet-y/ReportaProblem/defaulthim for the CDRJ-'s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7 100 or at its Internet address
http://www. fda.gov/MedicalDevices/ResourcesforYou/lndustry/defaulthtm.

Sincerely yours,

CaroJlCtBGii-on - for

Courtney H. Lias, Ph.D.
Director
Division of Chemistry and Toxicology Devices
Office of In Vitro Diagnostics

and Radiological Health
Center for Devices and Radiological Health

Enclosure



Indications for Use Form

5 10(k) Number (if known): K1 32571

Device Name: Elecsx's CK-M13 STAT Immunmoassav

Indications for Use:

1Imoassay for the in itro quantitative determination of the NIB isoenzvrne of
creatine kinase in human serum11 and plasma. Measurements of the MIB isoenzyme
of creatinine kinase are Used as an aid in the diagnosis of myocardial infarction.

The electrochemiluminescence imimunoiassay "EGLIA" is intended for tise Onl
Elecsys and cobas e immilunoassay analyzers.

Prescription Use __x And/Or Over the Cou~nter Use

(2 1 CFR P'art 80 1 Subpart D) (21 C&R Part 801 Subpart C)

(PLEASE DO NOT \VRITE BELOW TInS LINE: CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH.l Office of In Vitro Diagnostics and Radiological Hecalth (OIR)

Ruth A. GfhQsIer -S
Division Sign-Off,
Office of In Vitro Diagnostics and Radiological Heialth

5 10(k) k132571
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Indications for Use Forni

510(k) Number (if known): K132571

Device Name: Elecsvs CK-MB Immunoassav

Indications for Use:

I nmunoassay for the in viltro quantitative determination of the MB isoenzymne of
creatine kinase iii human seruni arid plasma. Measurements of the MB isoenzymne
of creatinine kinase are used as an aid in the diagnosis of myocardial infarction.

The electrochemniluminescence immu11Lnoassay "ECLIA" is intended for use on
Elecsys and cobas e immunoassay analyzers.

Prescription Use __X___ And/Or Over the Counter Use __

(21 CFR Part 801 SubpartD) (21 CF-R Part 801 Subpart C)

(PLEASE 1)0 NOT WRITE 13ELOW THIS LINE; CONTINUE ON ANOTHER PAGE IF' NEEDED)

Concurrence of CDRlH. Office of In Vitro Diagnostics and Radiological Health (O1R)

Ruth A. GKi& Ier -S
Division Sign-Off
Office of In Vitro Diagnostics arid Radiological HeIalth

5 10(k) kI3257l
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